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§522.1150

(ii) Indications for use. Treatment of
joint dysfunction in horses due to non-
infectious synovitis associated with
equine osteoarthritis.

(iii) Limitations. For intraarticular
injection in horses only. Treatment
may be repeated at weekly intervals
for a total of four treatments. Not for
use in horses intended for food. Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.

(¢)(1) Specifications. Bach milliliter of
sterile aqueous solution contains 10
milligrams of hyaluronate sodium.

(2) Sponsor. See No. 000010 in
§510.600(c) of this chapter.

(3) Conditions of use—({i) Amount.
Small and medium-size joints (carpal,
fetlock)—20 milligrams.

(ii) Indications for use. Treatment of
carpal or fetlock joint dysfunction in
horses due to acute or chronic non-
infectious synovitis associated with
equine osteoarthritis.

(iii) Limitations. For intraarticular
injection in horses only. Treatment
may be repeated after 1 or more weeks
but not to exceed 2 injections per week
for a total of 4 weeks. Not for use in
horses intended for food. Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.

(d)(Q) Specifications. Each milliliter of
sterile aqueous solution contains 10
milligrams of hyaluronate sodium.

(2) Sponsor. See 000061 in §510.600(c) of
this chapter.

(3) Conditions of use—(i) Amount. 50
milligrams in carpal and fetlock joints.

(i1) Indications for use. For treatment
of equine carpal and fetlock joint dys-
function caused by traumatic and/or
degenerative joint disease of mild to
moderate severity.

(iii) Limitations. For intraarticular
injection in horses only. Not for use in
horses intended for food. Not intended
for use in breeding animals. Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.

(e)(1) Specifications. Each milliliter of
solution contains:

(i) 10 milligrams (mg) hyaluronate
sodium; or

(ii) 10 mg hyaluronate sodium with
benzyl alcohol as a preservative.

(2) Sponsor. See No. 000859 in
§510.600(c) of this chapter.
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(3) Conditions of wuse in horses—(i)
Amount. 20 mg of the product described
in paragraph (e)(1)(i) of this section by
intra-articular injection into the car-
pus or fetlock; or 40 mg of the product
described in paragraph (e)(1)(i) or
(e)(1)(ii) of this section by slow intra-
venous injection into the jugular vein.
Treatment may be repeated at weekly
intervals for a total of three treat-
ments.

(i1) Indications for use. For treatment
of carpal or fetlock joint dysfunction
due to noninfectious synovitis associ-
ated with equine osteoarthritis.

(iii) Limitations. Do not use in horses
intended for human consumption. Fed-
eral law restricts this drug to use by or
on the order of a licensed veterinarian.

(£)(1) Specifications. Each milliliter of
sterile aqueous solution contains 11
milligrams of hyaluronate sodium.

(2) Sponsor. See 060865 in §510.600(c).

(3) Conditions of use—({i) Amount.
Small and medium-size joints (carpal,
fetlock)—22 milligrams; larger joint
(hock)—44 milligrams.

(ii) Indications for use. Treatment of
joint dysfunction in horses due to non-
infectious synovitis associated with
equine osteoarthritis.

(iii) Limitations. For intra-articular
injection in horses only. Treatment
may be repeated at weekly intervals
for a total of three treatments. Do not
use in horses intended for human con-
sumption. Federal law restricts this
drug to use by or on the order of a li-
censed veterinarian.

[49 FR 45124, Nov. 15, 1984, as amended at 51
FR 11438, Apr. 3, 1986; 561 FR 25032, July 10,
1986; 53 FR 19773, May 31, 1988; 53 FR 22297,
June 15, 1988; 56 FR 50814, Oct. 9, 1991; 57 FR
2837, Jan. 24, 1992; 59 FR 33198, June 28, 1994;
61 FR 59003, Nov. 20, 1996; 63 FR 59216, Nov. 3,
1998; 71 FR 1689, Jan. 11, 2006; 71 FR 39204,
July 12, 2006; 75 FR 1274, Jan. 11, 2010; 75 FR
10167, Mar. 5, 2010]

§522.1150 Hydrochlorothiazide injec-

tion.
(a) Specifications. Each milliliter con-
tains 25 milligrams of
hydrochlorothiazide.

(b) Sponsor. See No. 050604 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount. 5 to
10 milliliters (125 to 250 milligrams) in-
travenously or intramuscularly once or
twice a day. After onset of diuresis,
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treatment may be continued with an
orally administered maintenance dose.

(2) Indications for use. For use in cat-
tle as an aid in the treatment of
postparturient udder edema.l

(38) Limitations. Animals should be
regularly and carefully observed for
early signs of fluid and electrolyte im-
balance. Take appropriate counter-
measures if this should occur. Milk
taken from dairy animals during treat-
ment and for 72 hours (6 milkings) after
the latest treatment must not be used
for food. Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.!

[43 FR 59058, Dec. 19, 1978, as amended at 62
FR 63271, Nov. 28, 1997]

§522.1155 Imidocarb dipropionate
sterile powder.
(a) Specifications. Imidocarb

dipropionate powder is reconstituted
with sterile water. Each milliliter of
solution contains 100 milligrams of
imidocarb base.

(b) Sponsor. No. 000061 in §510.600(c) of
this chapter.

(c) Conditions of use. The drug is used
in horses and zebras as follows:

(1) Amount. For Babesia caballi infec-
tions, use intramuscularly 2 milli-
grams of imidocarb base per kilogram
of body weight, repeating dosage once
after 24 hours. For Babesia equi infec-
tions, use 4 milligrams of imidocarb
base per kilogram of body weight, re-
peating dosage four times at 72-hour
intervals.

(2) Indications for use. For the treat-
ment of babesiosis (piroplasmosis)
caused by Babesia caballi and Babesia
equi.

3) Limitations. Administer
intramuscularly in the neck region. Do
not inject intravenously. Do not use
for other equidae or for animals of
other species. Do not use in horses less
than 1 year old. Do not use for animals
in near-term pregnancies. Imidocarb
dipropionate is a cholinesterase inhib-
itor. Do not use this product simulta-

1These conditions are NAS/NRC reviewed
and deemed effective. Applications for these
uses need not include effectiveness data as
specified by §514.111 of this chapter, but may
require bioequivalency and safety informa-
tion.

§522.1160

neously with or a few days before or
after treatment with or exposure to
cholinesterase-inhibiting drugs, pes-
ticides, or chemicals. Do not use in
horses intended for food. Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.
Imidocarb dipropionate is sold only
under permit issued by the Director of
the National Program Planning Staff,
Veterinary Services, APHIS, USDA, to
licensed or full-time State, Federal, or
military veterinarians.

[43 FR 40455, Sept. 12, 1978, as amended at 46
FR 48642, Oct. 2, 1981; 61 FR 8873, Mar. 6, 1996;
62 FR 61625, Nov. 19, 1997]

§522.1156 Imidocarb dipropionate so-
lution.

(a) Specifications. Each milliliter of
injectable solution contains 120 milli-
grams of imidocarb.

(b) Sponsor. See No.
§510.600(c) of this chapter.

(c) [Reserved]

(d) Conditions of wuse—(1) Dogs—()
Amount. 6.6 milligrams imidocarb per
kilogram (3 milligrams per pound) of
body weight.

(ii) Indications for use. Treatment of
clinical signs of babesiosis and/or dem-
onstrated Babesia organisms in the
blood.

(iii) Limitations. Use subcutaneously
or intramuscularly. Not for intra-
venous use. Repeat the dose after 2
weeks for a total of two treatments.
Imidocarb is a cholinesterase inhibitor.
Do not use simultaneously with or a
few days before or after treatment with
or exposure to cholinesterase-inhib-
iting drugs, pesticides, or chemicals.
Federal law restricts this drug to use
by or on the order of a licensed veteri-
narian.

(2) [Reserved]

[62 FR 66984, Dec. 23, 1997]

§522.1160 Insulin.

(a) Specifications—(1) Each milliliter
(mL) of porcine insulin zinc suspension
contains 40 international units (IU) of
insulin.

(2) Each mL of protamine zinc recom-
binant human insulin suspension con-
tains 40 IU of insulin.

(b) Sponsors. See sponsors in §510.600
of this chapter for use as in paragraph
(c) of this section.

000061 in
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